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DETAILED ACTION 
Summary 

REQUEST FOR CONTINUED EXAMINATION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
10/2/2007 has been entered. Claims 1-8 and 21-24 are pending in this action. Claims 
1-8 and 21-24 are rejected. 



Response to Applicant 

Applicant argues that the previous RCE first action final rejection was improper, 
however see MPEP § 706.07(b), which states that a first action can be made final if no 
amendment to the claims is submitted and no new rejections of record are made. The 
previous first action final is maintained. 

All claims are drawn to the same invention claimed in the application prior to the 
entry of the submission under 37 CFR 1.114 and could have been finally rejected on the 
grounds and art of record in the next Office action if they had been entered in the 
application prior to entry under 37 CFR 1,114. Accordingly, THIS ACTION IS MADE 
FINAL even though it is a first action after the filing of a request for continued 
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examination and the submission under 37 CFR 1.114. See MPEP § 706.07(b). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

The declaration under 37 CFR 1.132 filed 10/2/2007 is insufficient to overcome 
the rejection of claims 1-8 and 21-24 based upon the 35 U.S.C. 102(b) rejection of 
record by EP 0335133 A2 ('133) as evidenced by US 5,939,536 ('536) as set forth in 
the last Office action because: 1.32 declarations can not be used to overcome 102(b) 
rejection. In view of the foregoing, when all of the evidence is considered, the totality of 
the rebuttal evidence of nonobviousness fails to outweigh the evidence of obviousness. 

Due to Applicant's amendments and art submission the 35 U.S.C. 102(b) 
rejection of record by EP 0335133 A2 CI 33) as evidenced by US 5,939,536 ('536) is 
hereby withdrawn. 

MAINTAINED REJECTIONS 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

Claims 1-8 and 21-24 are rejected under 35 U.S.C. 102(b) as being anticipated 
by US 5,858,398 ('398) as evidenced by US 3,578,591 ('591). 
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'398 disclose pharmaceutical compositions comprising (1) phospholipids, (2) 
surfactants, (3) sterols, (4) pharmaceutically active agents, and (5) fatty acids having a 
chain length of C1 to C14 (Claim 1). According to *398, proteins, such as insulin, may 
be used as the active agent and surfactants, such as sorbitan monooleate, sorbitan 
sesquileate, and sorbitan monolaurate, may be used in the composition (Claims 1-2 and 
Example 1). As evidenced by '591, sorbitan monooleate, sorbitan sesquileate, and 
sorbitan monolaurate are all suitable detergents (column 6, lines 26-40). Like the instant 
claim set, the polypeptide complex advanced by '398 may be noncovalently bound and 
may be in "dry" form (column 12, lines 56; column 19, line 65 - column 20, line 5; and 
column 20, line 48). Sterol-based compounds are also added to the composition in 
order to increase the compositions "adherence to absorptive cells" (column 15, lines 35- 
54). '398 also set forth a process for making and using the above composition (Example 
1 , column 19, line 1 1 - column 20, line 52). According to *398, an insulin peptide may be 
combined with phospholipids, sterols, and surfactants (including the above detergents) 
and said complex may be dissolved in an organic solvent (Example 1). The polypeptide 
complex may then be dried (column 19, line 65- column 20, line 5 and Example 3). After 
preparing the polypeptide-complex, said complex can be dissolved in a suitable solvent 
and contacted with cells (column 26, lines 25 - column 27, line 60). 

The claims are therefore anticipated by US 5,858,398 ('398) as evidenced by US 
3,578,591 C591). 
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NEW REJECTIONS 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-8 and 21-24 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 5,858,398 ('398) in view of US 3.578,591 ('591). 

'398 disclose pharmaceutical compositions comprising (1) phospholipids, (2) 
surfactants, (3) sterols, (4) pharmaceutically active agents, and (5) fatty acids having a 
chain length of CI to C14 (Claim 1). According to '398, proteins, such as insulin, may 
be used as the active agent and surfactants, such as sorbitan monooleate, sorbitan 
sesquileate, and sorbitan monolaurate, may be used in the composition (Claims 1-2 and 
Example 1). 

Like the instant claim set. the polypeptide complex advanced by '398 may be 
noncovalently bound and may be in "dry" form (column 12, lines 56; column 19, line 65 - 
column 20, line 5; and column 20, line 48). Sterol-based compounds are also added to 
the composition in order to increase the compositions "adherence to absorptive cells" 
(column 15, lines 35-54). '398 also set forth a process for making and using the above 
composition (Example 1, column 19, line 11 - column 20, line 52). According to '398, an 
insulin peptide may be combined with phospholipids, sterols, and surfactants (including 
the above detergents) and said complex may be dissolved in an organic solvent 
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(Example 1). The polypeptide complex may then be dried (column 19, line 65- column 
20, line 5 and Example 3). After preparing the polypeptide-complex, said complex can 
be dissolved in a suitable solvent and contacted with cells (column 26, lines 25 - column 
27, line 60). 

'398 does not teach sorbitan monooleate, sorbitan sesquileate, and sorbitan 
monolaurate as detergents. 

As is apparent by '591, sorbitan monooleate, sorbitan sesquileate, and sorbitan 
monolaurate are all known suitable detergents (column 6, lines 26-40). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made that '398 in view of '591 teaches a polypeptide-surfactant complex 
with detergents and also lipids. One of ordinary skill in the art would have been 
motivated to combine the teaching of '398 and '591 , since '398 teaches the polypeptide- 
surfactant complex and including lipids to be contacted with cells and '591 teaches that 
the surfactants of '398 are known detergents. As such one would have a reasonable 
expectation of success in making the composition advanced by '398 including the 
known detergents of '591 , also taught as surfactants '398. 

Response to Arguments 

Applicant's arguments filed 10/2/2007 have been fully considered but they are 
not persuasive. Applicants have argued that they are entitled to the generic limitation of 
dried noncovalently associated polypeptide/surfactant complexes wherein the surfactant 
consists of a detergent; the above rejections meet these limitations as they too are 
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directed to intracellular delivery of an identical complex to that as claimed in the instant 
application. The examiner respectfully submits that because the compositions are the 
same, the rejections stand. 

Applicants argue that their invention is a composition consisting of a charged 
polypeptide and detergent of opposite charge, while '398 as evidenced by '591 teaches 
only a composition comprising a pharmaceutical agent, water soluble phospholipid, lipid 
soluble phospholipid, non-ionic detergent (HLB 15 or less), non-ionic detergent (HLB 6 
or less) and water soluble sterol. 

• The examiner respectfully points out that sterols are known lipids (instant claims 
4 and 22). 

• The pharmaceutical agent insulin is a protein (instant claims 1 and 21). 

• The remaining ingredients, as shown above are phospholipids and surfactants or 
further detergents as claimed in the instant application (instant claims 1 and 21). 

The instant claims are so generic that any polypeptide-surfactant complex can be 
made and '398 as evidenced by '591 makes a composition comprising only 
polypeptides and surfactants, and further a lipid which reads on the instant claim set 
(claims 1, 4, 21 and 22). Since '398 and '591 disclose the composition that contains 
only polypeptides, surfactants and lipids to be dissolved in an organic solvent and 
administered to cells absent a showing to the contrary by Applicant the compositions 
taught by the prior art are the same as instant claimed. As such the instant claims are 
either anticipated by '398 as evidenced by '591 or obvious over '398 in view '591. 



Application/Control Number: 10/767.329 
Art Unit: 1615 



Pages 



Correspondence 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bethany P. Barham whose telephone number is 571- 
272-6175. The examiner can normally be reached on M-F from 8:30am to 5pm (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached on 571-272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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